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Withdrawal of Guidance Document on Professional Ffexibfe Labeling of A~t~~~~r~b~af 

5rugs 

AGENCY: Food and Drug Administration, HHS. 

ACTK3N: Notice, 

SUMMARY: The Food and Drug Administration (FDA) is withdrawing a guidance for industry f#66) 

entitled “Professi;onal Flexible Labeling of Antimicrobial Drugs.” This guidance, which was issued 

in August 1998, is being withdrawn because it does not represent current agency thinking on the 

development of professional flexible labeling for therapeutic veterinary prescription antimicrobial 

drugs, The agency intends to develop a new document on this topic. 

DATES: Submit written or ele’etronic comments at any time. 

ADDRESSES: Submit written comments tu the Dockets Management Branch (HFA-305), Food and 

Drug Administration, 5630 Fishers Lane, rrn. 1061, Rockville, MD 20852. Submit electronic 

comments to h~p://www.fda.guv/d~~kets/ec~~ents. Comments should be identified with the full 

title of the guidance and the docket number found in brackets in the heading of this document. 

FOR FURTHER INFURIATION CONTACT: Andrew J. Beaulieu, Center for Veterinary Medicine 

(EEFV-I), Food and Drug Administration, 7519 Standish Pl., Rockville, MD 20851, 303~827- 

2954. 
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F!DA is with~aw~ng a guidance for industry (#66) entitled ““Professional Flexible Labeling 

of Antimicrobial Dogs.” This guidance addresses the development of professional flexible labeling 

for prescription therapeutic antimicrobial new animal drugs. This guidance is being withdrawn 

because the agency now believes that the “broad indication” that was described in the guidance, 

particularly the very broad indication used as an example, is not consistent with the kind of database 

that typically can be generated to support an antimicrobial new animal drug approval. In the 

Federal Register of July 28, 1999 (64 FR 40746), the agency revised its definiti+on of “substantial 

evidence” in the animal drug regulations (21 CFR 514.4). In light of that definition and experience 

regarding the manner in which .pruducts are being advertised or otherwise promoted for use under 

the ““broad indication” provision of the guidance, FDA is withdrawing this guidance. The guidance 

no longer reflects the agency’s current thinking on how sponsors can pruvide substantial evidence 

of effectiveness for aIf of the conditions that could fa11 within a “broad” (or “cokctive”) indication 

on the Iabef of a prescription therapeutic antimicrobial new animal drug. 

The agency intends to develop a new guidance on this issue and wifi pubfish it as a level 

f. draft guidance in accordance with the agency’s good guidance practices in 21 CFR IO.1 15, The 

focus of the revisions wilfl be the ?ndications” and “Microbiology” sections of the guidance. The 

guidance revisions will more clearly set out the basis for the “Indication” section as “‘substantial 

evidence of effectiveness”. In the interim, sponsors of antimicrobial products should consult with 

the Center for Veterinary Medicine (CVM) at FDA for more detailed information regarding 

acceptabfe content for the “Xndications” and “MicrobioIogy” sections of the labeling. In general, 

CVM encourages sponsors to discuss ah aspects of product development through presubmission 

conferences and other meetings with CVM. 
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IL Sigtificance of Guidance 

This information is being issued consistent with l?DA’s good guidance practices regulation 

(21 CFR IO. 115). ft does nut create or confer any rights for or on any person and does nut operate 

to bind FDA or the public. 

The agency welcomes comments on its efforts to review existing guidances related to the 

development of new animal drug products and revise, reformat, or withdraw them, as appropriate. 

Interested persons may subtit written or electronic comments on agency guidance documents 

to the Dockets Management E3ranch (address above) at any time. Two copies of any written 

connnents are to be submitted, except that individuals may submit one copy. Comments are to 




